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SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of May 20,
2022, FDA published a notice of
availability with a 60-day comment
period to provide comments on the draft
guidance entitled “Risk Management
Plans to Mitigate the Potential for Drug
Shortages.” FDA has received requests
to extend the comment period to allow
sufficient time to develop and submit
meaningful comments. FDA has
considered the requests and is
extending the comment period until
August 31, 2022. The Agency believes
that this extension allows adequate time
for interested persons to submit
comments.

II. Electronic Access

Persons with access to the internet
may obtain an electronic version of the
draft guidance at https://www.fda.gov/
drugs/guidance-compliance-regulatory-
information/guidances-drugs, https://
www.fda.gov/vaccines-blood-biologics/
guidance-compliance-regulatory-
information-biologics, https://
www.fda.gov/regulatory-information/
search-fda-guidance-documents, or
https://www.regulations.gov.

Dated: July 6, 2022.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2022-14809 Filed 7-11-22; 8:45 am)]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The contract proposals and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the contract
proposals, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; NIAID 2022 DMID Omnibus
BAA (HHS-NIH-NIAID-BAA2022-1)

Research Area 001: Development of Vaccine
Candidates for Biodefense, Antimicrobial
Resistant (AMR) Infections and Emerging
Infectious Diseases (N01)-1.

Date: August 3—4, 2022.

Time: 10:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3E72A,
Rockville, MD 20892 (Virtual Meeting).

Contact Person: Frank S. De Silva, Ph.D.,
Scientific Review Officer, Scientific Review
Program, Division of Extramural Activities,
National Institute of Allergy and Infectious
Diseases, National Institutes of Health, 5601
Fishers Lane, Room 3E72A, Rockville, MD
20852, (240) 669-5023, fdesilva@
niaid.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
Microbiology and Infectious Diseases
Research, National Institutes of Health, HHS)

Dated: July 6, 2022.
Tyeshia M. Roberson-Curtis,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2022-14793 Filed 7-11-22; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Eunice Kennedy Shriver National
Institute of Child Health and Human
Development; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Child Health and Human Development
Special Emphasis Panel; Opportunities for
Collaborative Research at the NIH Clinical
Center.

Date: July 25, 2022.

Time: 11:00 a.m. to 2:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: Eunice Kennedy Shriver National
Institute of Child Health and Human
Development, National Institutes of Health,

6710B Rockledge Drive, Room 2127D,
Bethesda, MD 20892 (Video Assisted
Meeting).

Contact Person: Luis E. Dettin, Ph.D., MS,
MA, Scientific Review Officer, Scientific
Review Branch, Eunice Kennedy Shriver
National Institute of Child Health and
Human Development, National Institutes of
Health, 6710B Rockledge Drive, Rm. 2127D,
Bethesda, MD 20892, (301) 827-8231, luis_
dettin@nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Any interested person may file written
comments with the committee by forwarding
the statement to the Contact Person listed on
this notice. The statement should include the
name, address, telephone number and when
applicable, the business or professional
affiliation of the interested person.
(Catalogue of Federal Domestic Assistance

Program Nos. 93.865, Research for
Mothers and Children, National
Institutes of Health, HHS)

Dated: July 6, 2022.
David W. Freeman,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2022-14791 Filed 7-11-22; 8:45 am|
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

[Docket No. USCG—-2022-0206]

Recertification of Cook Inlet Regional
Citizens’ Advisory Council

AGENCY: Coast Guard, DHS.
ACTION: Notice of recertification.

SUMMARY: The Coast Guard announces
the recertification of the Cook Inlet
Regional Citizens’ Advisory Council
(CIRCAQ) as an alternative voluntary
advisory group for Cook Inlet, Alaska.
This certification allows the CIRCAC to
monitor the activities of terminal
facilities and crude oil tankers under the
Cook Inlet Program established by the
Oil Terminal and Oil Tanker
Environmental Oversight and
Monitoring Act of 1990.

DATES: This recertification is effective
for the period from September 1, 2022
through August 31, 2023.

FOR FURTHER INFORMATION CONTACT: For
information about this document, call or
email LT Lauren Bloch, Seventeenth
Coast Guard District (dpi), by phone at
(907) 463—2812 or email at
Lauren.E.Bloch@uscg.mil.

SUPPLEMENTARY INFORMATION:
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Background and Purpose

The Coast Guard published guidelines
on December 31, 1992 (57 FR 62600), to
assist groups seeking recertification
under the Oil Terminal and Oil Tanker
Environmental Oversight and
Monitoring Act of 1990 (33 U.S.C. 2732)
(the Act). The Coast Guard issued a
policy statement on July 7, 1993 (58 FR
36504), to clarify the factors that the
Coast Guard would be considering in
making its determination as to whether
advisory groups should be certified in
accordance with the Act, and the
procedures which the Coast Guard
would follow in meeting its certification
responsibilities under the Act.

Most recently, on September 16, 2002
(67 FR 58440), the Coast Guard changed
its policy on recertification procedures
for regional citizen’s advisory council
by requiring applicants to provide
comprehensive information every three
years. For each of the two years between
the triennial application procedures,
applicants submit a letter requesting
recertification that includes a
description of any substantive changes
to the information provided at the
previous triennial recertification.
Further, public comment is only
solicited during the triennial
comprehensive review.

Recertification

By letter dated June 29, 2022, the
Commander, Seventeenth Coast Guard
District, certified that the CIRCAC
qualifies as an alternative voluntary
advisory group under 33 U.S.C. 2732(o).
This recertification terminates on
August 31, 2023.

Dated: July 1, 2022.

Nathan A. Moore,

Rear Admiral, U.S. Coast Guard, Commander,
Seventeenth Coast Guard District.

[FR Doc. 2022-14828 Filed 7-11-22; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

[Docket No. USCG—-2022-0398]
Great Lakes Pilotage Advisory
Committee Meeting

AGENCY: Coast Guard, Department of
Homeland Security.

ACTION: Notice of federal advisory
committee meeting.

SUMMARY: The Great Lakes Pilotage
Advisory Committee (Committee) will
meet at the Port of Monroe, Michigan,
to discuss matters relating to Great

Lakes Pilotage, including review of
proposed Great Lakes Pilotage
regulations and policies. The meeting
will be open to the public.

DATES:

Meeting: The Committee will meet on
Tuesday, September 13, 2022 from 8
a.m. to 5:30 p.m. Eastern Daylight Time.
Please note that this meeting may
adjourn early if the Committee has
completed its business.

Comments and supporting
documentations: To ensure your
comments are received by Committee
members before the meeting, submit
your written comments no later than
September 6, 2022.

ADDRESSES: The meeting will be held at
Great Lakes Port Authorities and Marine
Terminals, 10 Port Avenue, Monroe, MI
48161. https://portofmonroe.com.

Pre-registration Information: Pre-
registration is not required for access.
Attendees will be required to follow
COVID-19 safety guidelines
promulgated by the Centers for Disease
Control and Prevention (CDC), which
includes vaccinated persons not
needing to wear masks. Masks will be
provided for non-vaccinated attendees.
CDC guidance on COVID protocols can
be found here: https://www.cdc.gov/
coronavirus/2019-ncov/communication/
guidance.html.

The Great Lakes Pilotage Advisory
Committee is committed to ensuring all
participants have equal access
regardless of disability status. If you
require reasonable accommodation due
to a disability to fully participate, please
call or email the individual in the FOR
FURTHER INFORMATION CONTACT section of
this documents as soon as possible.

Instructions: You are free to submit
comments at any time, including orally
at the meeting, but if you want
Committee members to review your
comment before the meeting, please
submit your comments no later than
September 6, 2022. We are particularly
interested in comments in the “Agenda”
section below. We encourage you to
submit comments through the Federal
eRulemaking Portal at: https://
www.regulations.gov. If your material
cannot be submitted using https://
www.regulations.gov call or email the
individual in the FOR FURTHER
INFORMATION CONTACT section of this
document for alternate instructions. You
must include the docket number USCG—
2022-0398. Comments received will be
posted without alteration at https://
www.regulations.gov including any
personal information you provided. You
may wish to view the Privacy and
Security Notice found via link https://
www.regulations.gov. For more about

the privacy and submissions in response
to this document, see DHS’s
eRulemaking System of Records notice
(85 FR 14226, March 11, 2020). If you
encounter technical difficulties with
comment submission, contact the
individual listed in the FOR FURTHER
INFORMATION CONTACT section of this
notice.

Docket Search: Documents mentioned
in this notice as being available in the
docket, and all public comment, will be
in our online docket at https://
www.regulations.gov and can be viewed
by following that website’s instructions.
Additionally, if you go to the online
docket and sign-up for email alerts, you
will be notified when comments are
posted.

FOR FURTHER INFORMATION CONTACT: Mr.
Frank Levesque, Alternate Designated
Federal Officer of the Great Lakes
Pilotage Advisory Committee, telephone
(571) 308—4941 or email
Francis.R.Levesque@uscg.mil.

SUPPLEMENTARY INFORMATION: Notice of
this meeting is in compliance with the
Federal Advisory Committee Act (5
U.S.C. appendix). The Committee is
established under the authority of 46
U.S.C. 9307, and makes
recommendations to the Secretary of
Homeland Security and the Coast Guard
on matters relating to Great Lakes
pilotage, including review of proposed
Great Lakes pilotage regulations and
policies.

Agenda: The Great Lakes Pilotage
Advisory Committee will meet on
Tuesday, September 13, 2022 to review,
discuss, deliberate and formulate
recommendations, as appropriate on the
following topics:

1. Pilot Staffing.

2. Soo Locks Operations.

3. Pilotage Assessment.

4. Necessary and Reasonable
Expenses for Ratemaking.

5. Rulemaking Process and Ex Parte
Communications.

6. Role of the Pilot.

7. Importance of System Reliability.

8. Fees for weather disruption.

9. United States Registered Pilot
Credential.

10. Cruise Ships.

11. Great Lake Pilotage Initiatives and
Projects.

12. Winter Navigation.

13. Public comments.

A copy of all meeting documentation
will be available at https://
www.dco.uscg.mil/Our-Organization/
Assistant-Commandant-for-Prevention-
Policy-CG-5P/Marine-Transportation-
Systems-CG-5PW/Office-of-Waterways-
and-Ocean-Policy/Great-Lakes-Pilotage-
Advisory-Committee/ by September 25,
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